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DETAILED ACTION 

Status of Claims 

Claims 57-90 are currently pending, claims 68-69 and 86-90 have been 
withdrawn due to the election requirement filed on November 20 th 2009. 

Election/Restrictions 

Applicant's election of Group I claims 57-87 and the species of disease epilepsy 
in the reply filed on December 21 st 2009 is acknowledged. Because applicant did not 
distinctly and specifically point out the supposed errors in the restriction requirement, 
the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Claims 68-69 and 86-90 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b) as being drawn to a nonelected groups and species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on December 21 st 2009. 

Information Disclosure Statement 

The Information Disclosure Statements (IDS)s, filed by applicant on June 29 th 
2007, August 9 th 2007, February 27 th 2008, and October 30 th 2008 have been 
considered by the examiner in the present case. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 57-59, 61-67, and 70-85 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 57, 66, and 77 recite the term "target marker" in reference to a therapeutic 
drug. What is a target marker? Is it the drug itself, a metabolite of the drug, a biological 
marker caused by administration of the drug? Claims 58-59, 61 -67, and 70-85 are also 
rejected as they depend off of claim 57 and do not rectify the indefinite nature of this 
claim. 

Claim 59 recites the phrase "indicative of a therapeutic drug", how is the target 
marker "indicative" of the drug. How does it indicate the presence of the drug? 

Claim 64 recites the term "its" it is unclear what the antecedent basis for this 
pronominal is. Is it the level of the drug, the therapeutic effect seen? 

Claim 76 recites the term "technology" for multiple sensor types. The claim 
requires a sensor, and a sensor technology is not a sensor. As such all the types of 
sensor technology present in the claim are considered indefinite. 

Claim 77 recites the term "unique electronic fingerprint". What is a unique 
electronic fingerprint? Does the sensor produce an electronic image of a fingerprint? 
Does the sensor produce a specific electronic signal upon interaction with a substance? 
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Claim 80 recites the term "detected with a predetermined signature profile". What 
is a predetermined signature profile and how is it able to detect a target marker? It is a 
type of sensor? 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 57-61, 63, 67, 72, 74, 76-81 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Jones, A.W. (British Journal of Clinical Pharmacology, 1988). 

Though the search was not expanded beyond the elected species, art that read 
on the claims outside of this election was found. In an effort to advance prosecution 
rejections based on this art have been included in the following rejection. 

Jones discloses a method of monitoring a patient during the oral administration of 
the therapeutic drug ethanol (see claim 80), exposing a gas chromatograph to the 
gases expired from the patients and detecting the concentration of both acetylaldehyde 
(a metabolite of the drug and a target marker) and ethanol (the drug itself) from the 
patients' breath, meeting the limitations of instant claims 57-61 , 63, 66, 74, and 76-77. 
(See page 213, paragraphs 1-5.) The pharmacokinetics of the ethanol was studied over 
time, meeting the limitations of instant claim 67. (See page 213, paragraphs 3 and 4.) 
The detection of the compounds was performed by capturing the breath of the patients 
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periodically every 15 minutes, meeting the limitations of instant claims 72 and 81 . (See 
page 215, paragraph 2.) The sensor showed a unique fingerprint for both compounds, 
the data was recorded from the sensor, and the data was transmitted to a printer, 
meeting the limitations of instant claims 77-79. (See page 216, figure 1 .) The 
compounds ethanol and acetylaldehyde were compared with known standards that 
gave a predetermined signature on a gas chromatograph, meeting the limitation of 
instant claim 80. (See page 214, paragraph 6.) 

Claims 57-59, 61-67, 70-72, 74, 76-80, and 83-84 are rejected under 35 
U.S.C. 102(b) as being anticipated by Katzman International Patent Application 
Publication WO 98/29728. 

Katzman discloses methods for monitoring patients during the therapeutic 
administration of an anti-epileptic drug (paraldehyde and trimethadione) comprising 
administering the drug orally or intravenously, exposing a sensor such as a mass 
spectrometer to expired gases from the patient and detecting the concentration of drug 
markers for the drug (the drugs themselves or their metabolites), meeting the limitations 
of instant claims 57-59, 61-63, 70, and 76. (See page 8, lines 22-29, page 7, line 26, 
and page 11, lines 2-3.) 

Katzman discloses using the system for therapeutic drug monitoring by 
determining the concentration of the drug in the blood of a subject and adjusting the 
value accordingly to achieve a therapeutic amount in the patient, meeting the limitations 
of claims 64-67 and 84. Katzman uses numerical values for the actual concentrations of 
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the drug compounds in the blood which can move up and down, meeting the limitations 
of instant claims 64 and 84. (See page 15, lines 4-14, and page 17, lines 1-7.) Katzman 
discloses that the drug monitoring of the breath can occur in real time i.e. continuously 
and directly to the sensor, meeting the limitations of instant claims 71 and 83. (See 
page 16, lines 14-16.) Katzman also discloses that monitoring of the breath can also be 
after a "suitable period of time" after administering the drug, meeting the periodic 
monitoring limitation of instant claim 72. Katzman discloses measuring the therapeutic 
drug cyclosporine, meeting the limitation of instant claim 74. (See example 5.) Katzman 
also discloses analyzing drugs based on their metabolites such as CO2, isotopically 
labeled metabolites, and the drugs themselves (such as paraldehyde), meeting the 
limitations of a "unique electronic fingerprint" and "a predetermined signature profile" in 
instant claims 77 and 80. Regarding claims 78 and 79, Katzman uses a mass 
spectrometer to acquire data which inherently transmits an electronic signal from the ion 
detector to a computer and records this data (either on a computer screen, by priniting, 
or on a recordable memory medium like a computer hard drive). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 

prior art under 35 U.S.C. 1 03(a). 

Claims s 57-67, 70-72, 74, 76-81, and 83-84 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Katzman International Patent 
Application Publication WO 98/29728 in view of Jones, A.W. (British Journal of 
Clinical Pharmacology, 1988). 

Katzman teaches methods for monitoring a patient during the administration of a 
therapeutic drug as discussed above. Katzman states that any drug metabolite could be 
tracked by this method as long as it is exhaled and the marker to be tracked is 
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dependent upon the drug administered. The choice of any particular metabolite would 
be determined during routine experimentation such as clinical trials. (See page 13, 1-5.) 
Thus Katzman understood the invention to be useful for tracking any metabolite that 
was known from clinical trials and was capable of being measured by a mass 
spectrometer. 

Katzman does not disclose a specific marker such as acetylaldehyde, as recited 
in instant claim 60. Katzman also does not explicitly disclose recording data from a 
sensor, or transmitting data from a sensor. 

Jones teaches methods for monitoring ethanol and its metabolite acetylaldehyde 
in a breath test. (See page 213, paragraphs 1-5.) The sensor showed a unique 
fingerprint for both compounds, the data was recorded from the sensor, and the data 
was transmitted to a printer, meeting the limitations of instant claims 77-79. (See page 
216, figure 1.) 

It would have been prima facie obvious to one of ordinary skill at the time of the 
invention to combine the methods of detecting acetylaldehyde in a breath test taught by 
Jones into the breath test methods disclosed by Katzman in order to develop an 
improved breath test which could recognize drugs whose metabolites contained 
acetylaldehyde. One would have been motivated to make this combination in order to 
expand the range of drugs able to be tested. It would have been further obvious to 
record and transmit the data as disclosed by Jones in order to distribute and keep the 
data for future use. 
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Claims 73 and 75 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Katzman International Patent Application Publication WO 98/29728 and 
Jones, A.W. (British Journal of Clinical Pharmacology, 1988) as applied to claims 
57-67, 70-72, 74, 76-81, and 83-84 above, and further in view of Raitasuo, V. et al., 
(Psychopharmacology, 1994). 

Katzman and Jones teach methods for monitoring a patient during the 
administration of a therapeutic drug as discussed above. Katzman specifically teaches 
monitoring two anti-epileptic drugs. 

Katzman and Jones do not teach monitoring the drugs Carbamazepine, 
Diazapam, and Oxcarbazepine. 

Raitasuo teaches that Carbamazepine, Diazapam, and Oxcarbazepine are all 
anti-epileptic drug molecules used in patients. (See page 116, paragraph 5.) 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time of the invention to substitute the anti-epileptic drugs Carbamazepine, Diazapam, 
and Oxcarbazepine taught by Raitasuo for the anti-epileptic drugs used in the methods 
of Katzman and Jones in order to form a new method capable of detecting different anti- 
epileptic drugs. This is merely a simple substitution of one art recognized anti-epileptic 
drug for another. The skilled artisan would have predicted that substitution of almost any 
drug would have functioned in the method disclosed by Katzman and Jones as the 
method uses generalized chemical identification systems such as mass spectrometers, 
which would allow for the identification of almost any drug. 
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Claim 85 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Katzman International Patent Application Publication WO 98/29728 and Jones, 
A.W. (British Journal of Clinical Pharmacology, 1988), and Raitasuo, V. et al., 
(Psychopharmacology, 1994) as applied to claims 57-67, 70-81, and 83-84 above, 
and further in view of Korte, et al., U.S. Patent 4,757,198. 

Katzman, Jones, and Raitasuo teach methods for monitoring a patient during the 
administration of a therapeutic drug as discussed above. 

Katzman, Jones, and Raitasuo do not teach the use of a portable sensor. 

Korte teaches a economical and portable mass analyzer (mass spectrometer). 
(See column 12, lines 49-64.) 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time of the invention to use the portable and economical mass analyzer taught by Korte 
to perform the sensing in the methods taught by Katzman, Jones, and Raitasuo in order 
to more cheaply perform the methods and to allow for mobile/portable monitoring of a 
patients drug responses. 

Claim 82 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Katzman International Patent Application Publication WO 98/29728 and Jones, 
A.W. (British Journal of Clinical Pharmacology, 1988), Raitasuo, V. et al., 
(Psychopharmacology, 1994), and Korte, et al., U.S. Patent 4,757,198 as applied to 
claims 57-67, 70-81, and 83-85 above, and further in view of Guth U.S. Patent 
4,292,978. 
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Katzman, Jones, Raitasuo, and Korte teach methods for monitoring a patient 
during the administration of a therapeutic drug as discussed above. 

Katzman, Jones, Raitasuo, and Korte do not teach drying the expelled breath of 
the patient. 

Guth teaches a removable mouthpiece for use in breath analysis testing which 
dries the expired gases from the breath. (See the abstract.) Guth teaches that the 
mouthpiece keeps saliva from being transfered from one user to the next. (See column 
3, lines 60-65.) 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time of the invention to use the removable drying mouthpiece for breath testing taught 
by Guth in the methods taught by Katzman, Jones, Raitasuo, and Korte in order to 
prevent buildup of saliva and water in the sensor, and to prevent transfer of saliva and 
liquids from one patient to the next preventing infections. 

Conclusion 

No claims are currently allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LANCE RIDER whose telephone number is (571 )270- 
1 337. The examiner can normally be reached on M-F 11-12 and 1 -4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/LANCE RIDER/ 
Examiner, Art Unit 1618 



/Eric E Silverman/ 

Primary Examiner, Art Unit 1618 



